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Issue 2: What Other Changes Were Made
in This Section Between the Proposed
and Final Rule?

Response. In paragraph (b), the term
“breast feeding infant”” was replaced
with the term “nursing infant.” This
was done to maintain consistency
within Part 35. Paragraph (d) was
revised to state that records of the
instructions provided to breast-feeding
females should be made in accordance
with § 35.2075(b) rather and
§ 35.2075(c). This change was needed
because of a change in the codified text
of § 35.2075. For additional information
refer to the discussion of § 35.2075.

Section 35.80, Provision of Mobile
Medical Service

Issue 1: Should Mobile Medical Service
Licensees Be Allowed To Operate Under
Reciprocity in Other Regulatory
Jurisdictions?

Comment. Commenters indicated that
mobile medical services are currently
operating under reciprocity in some
States. Some Agreement States
indicated they do not allow medical
licensees to operate under reciprocity,
while other Agreement States said they
permit mobile medical services to come
to their State under reciprocity.

Response. Agreement States have the
flexibility of determining whether they
will issue mobile medical licenses and
whether they will allow NRC or other
State licensees to operate in their State
under reciprocity. Under reciprocity, an
Agreement State may allow a specific
licensee from another Agreement State
(or the NRC) to work within the
Agreement State without requiring the
licensee to obtain a license in that State.
Similarly, under reciprocity, a specific
licensee from an Agreement State may
work in NRC jurisdictions, provided the
requirements in 10 CFR 150.20,
Recognition of Agreement State
Licensees, are met. Specifically, NRC
allows Agreement State mobile medical
service licensees to operate in areas
under NRC jurisdiction provided they
comply with all the requirements in
§ 150.20, including submittal of the
information required in that section.

Issue 2: Should NRC Allow Byproduct
Material To Be Delivered to a Client’s
Address of Use?

Comment. A commenter
recommended that the NRC permit
byproduct material to be delivered to
the client’s address.

Response. Byproduct material may
only be transferred to an NRC or
Agreement State licensee because the
licensee is responsible for the safe
handling of the material. In almost all

cases, the client is neither an NRC nor
an Agreement State licensee. Therefore,
the material must only be transferred to
the licensed mobile medical service.
Byproduct material may be delivered to
the mobile medical service licensee at
the mobile site (i.e., mobile van) if the
byproduct material is secured against
unauthorized removal (§§20.1801 and
20.1802).

Issue 3: What Checks Should Be
Performed on Instruments Used To
Measure the Activity of Unsealed
Byproduct Material at a Client’s
Address?

Comment. A commenter
recommended that the check for
instrument operation at the client’s
address be limited to a constancy check.

Response. Licensees must check the
operation of instruments used to
measure the activity of unsealed
byproduct material to ensure that the
instrument is functioning properly. This
section was revised to require that
licensees check instruments used to
measure the activity of unsealed
byproduct material for constancy before
medical use at each client’s address or
on each day of use, whichever is more
frequent. In the case of a mobile medical
service, we believe that a constancy
check must be performed to ensure that
the instrument is functioning properly.
The need for additional testing on the
instruments is determined by how the
licensee addresses compliance with
§35.60.

Issue 4: Is it Necessary To Check a
Survey Instrument With a Dedicated
Check Source?

Comment. A commenter
recommended that the requirement to
check the survey instrument with a
dedicated check source be deleted
because this check was no longer
included in § 35.61.

Response. The NRC does not believe
that the requirement to check survey
instruments with a dedicated check
source should be deleted from § 35.80.
While we have deleted the requirement
from § 35.61, we believe it is needed in
§ 35.80 because there is a greater
likelihood that a survey instrument in a
mobile unit may become damaged or
uncalibrated as a result of extensive
movement.

Issue 5: Do Mobile Medical Service
Licensees Need To Collect
Contaminated Waste Generated by
Patients After Administration of the
Byproduct Material?

Comment. A commenter asked that
NRC clarify whether mobile medical
service licensees need to return to the

client’s address to collect contaminated
waste generated by patients after the
administration of the byproduct
material.

Response. The mobile medical service
licensee does not need to return to the
client’s address to collect contaminated
waste generated by the patient after the
administration. The waste is no longer
considered under the licensee’s control
because the patient would have been
released from licensee control under
§35.75.

Issue 6: What Other Changes Were Made
Between the Proposed and Final Rule?

Response. The NRC amended this
section to use the term “mobile medical
service” rather than “mobile service” to
indicate clearly that the provisions in
this section only apply to medical use.
In addition, in paragraphs (a)(1) through
(a)(4), “client’s address of use” was
replaced by “client’s address,” which is
defined in § 35.2. This was done to
recognize that mobile medical service
may be provided at an area of use or a
temporary job site. (Area of use is
defined as a portion of an address of use
that has been set aside for the purpose
of receiving, preparing, using, or storing
byproduct material.)

Paragraph (a)(1) was also amended by
replacing the term “each entity” with
the phrase “the licensee and the client.”
We believe this more clearly states our
intent that the mobile medical service
obtain a letter from each client that
delineates the authority and
responsibility of the licensee and the
client.

Paragraph (a)(2) was amended to
clarify that the instruments referred to
in this paragraph refer to those
instruments used to measure the activity
of unsealed byproduct material.

In paragraph (b), “the client’s address
of use” was replaced by ‘““the client.”
This was done to clarify that byproduct
material cannot be delivered to the
client unless the client has a license
allowing possession of the byproduct
material.

Section 35.92, Decay-In-Storage

Issue 1: Should This Section Be
Moved to Part 207

Comment. Commenters believed that
decay-in-storage should be addressed in
Part 20 rather than in Part 35.

Response. Part 20 provides the
general requirements for various waste
disposal methods, including the decay-
in-storage method. Currently, detailed
procedures for decay-in-storage are in
license conditions. The NRC believes
the specific provisions for decay-in-
storage that apply to a medical licensee
should be codified in Part 35.
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Issue 2: Should the Rule Continue To
Require That Byproduct Material Be
Held for 10 Half-Lives Before Disposal
As Nonradioactive Material?

Comment. Commenters were divided
in response to the NRC’s request for
specific comment on whether byproduct
material should be held for a minimum
of 10 half-lives. Commenters in favor of
retaining the requirement believed that
it would help ensure that the waste is
not prematurely disposed of as
nonradioactive material due to human
error or instrumentation malfunction.
They also believed that licensees may
not have adequate survey instruments to
survey low-energy beta emitters, such as
sulfur-35 (S-35).

Commenters supporting the deletion
of the requirement indicated that
holding the byproduct material for 10
half-lives was in no way a guarantee
that the waste could be disposed of as
nonradioactive material. They believed
that deletion of the requirement to hold
the material for 10 half-lives would
improve sanitary conditions and
provide for more efficient use of storage
space. Finally, they indicated that
although S-35 is difficult to detect with
a survey instrument, S—35 is not a
component in any FDA-approved
radiopharmaceutical for routine use.

Response. The NRC has not included
a requirement in the final rule to hold
byproduct material for 10 half-lives
before disposing of the material as
nonradioactive material. We do not
believe this requirement is needed in
light of the requirement in paragraph
(a)(1) that precludes disposal of
byproduct material without regard to its
radioactivity until radiation levels
adjacent to the material do not exceed
background levels.

Issue 3: Does the Requirement To
Obliterate Radiation Labels Only Apply
to the Outermost Container, Especially
if the Material Will Be Handled as
Biohazardous Material?

Comment. A commenter questioned
whether the obliteration of radiation
labels is only required on the outermost
container. Specifically, the commenter
asked whether labels needed to be
defaced on inner containers if the label
on the outer container had been defaced
and the inner label was not visible.

Response. NRC revised the text in
paragraph (a)(2) to require that all
radiation labels be removed or
obliterated, except for radiation labels
on materials that are within containers
and that will be managed as biomedical
waste after they have been released from
the licensee. All radiation labels must
be removed or obliterated from outer

containers once the radioactivity can
not be distinguished from the
background level. Radiation labels on
biomedical waste (e.g., sharps
containers or individual needles and
syringes) do not have to be removed or
obliterated due to the associated
biohazard of retrieving such material
from the outer container. Also, in many
cases, the waste barrels containing
biomedical waste will be incinerated.

Issue 4: What Type of Byproduct
Material May Be Held for Decay-In-
Storage?

Comment. A commenter asked
whether radioactive “seeds’” can be held
for decay-in storage.

Response. The final rule allows a
licensee to hold byproduct material
with a physical half-life of less than 120
days for decay-in-storage before disposal
without regard to its radioactivity. If a
“seed” contains byproduct material
with a half-life of less than 120 days,
this provision applies.

Issue 5: Were There Any Other Changes
Made Between the Proposed and Final
Rule?

Response. Yes. Paragraph (a) was
revised to indicate clearly that the
provisions in this section pertain only to
disposal of the material without regard
to its radioactivity. Licensees must
continue to comply with any other
regulations that pertain to disposal of
the material (e.g., Environmental
Protection Agency and State biomedical
waste regulations).

Subpart D—Unsealed Byproduct
Material—Written Directive Not
Required

General Comments

Issue 1: What Are the Correct Titles for
Subparts D and E?

Comments. Commenters
recommended renaming Subparts D and
E to avoid use of the terms “low dose”
and “high dose.” A commenter
recommended renaming these sections:
Subpart D—Unsealed Byproduct
Material—Written Directive Not
Required and Subpart E—Unsealed
Byproduct Material—Written Directive
Required.

Response. The NRC agrees that the
titles of Subparts D and E should be
renamed to avoid use of the terms “low
dose” and ‘“high dose.” Subparts D and
E in the final rule have been renamed
to use the requirement for a “written
directive” as the basis for associating
the use of the material to radiation risk.
The new titles are Subpart D—Unsealed
Byproduct Material—Written Directive
Not Required and Subpart E—Unsealed

Byproduct Material —Written Directive
Required.

Issue 2: Are the Regulations in Part 35
(except the training and experience
requirements) Needed?

Comment. Commenters proposed
removing the regulations for diagnostic
nuclear medicine, except for the
training and experience requirements,
from Part 35. The commenters believed
that properly trained physicians, with
the assistance of other associated
nuclear medicine health care providers
and the standards of radiation
protection in Part 20, are all that are
necessary to protect the public health
and safety adequately.

Response. During the development of
the proposed rule, the NRC eliminated
requirements in the current Part 35 that
are contained elsewhere in the
Commission’s regulations, such as the
radiation protection requirements in
Part 20. Part 35 licensees will need to
comply with these requirements, such
as the ALARA provisions in Part 20, but
we believe there is no need to duplicate
requirements.

Part 20 contains general radiation
protection requirements applicable to
all licensees; Part 35 contains
requirements specific to medical use
licensees. While some commenters
believe that Part 35 should not contain
any requirements associated with low
risk procedures, certain radiation
protection-related requirements specific
to medical use are needed in Part 35
because of their contribution to risk
reduction. For example, the final rule
retains requirements to perform quality
control tests on instrumentation used to
measure the radioactivity of patient
dosages before administration. These
regulations are necessary to provide
high confidence that the
instrumentation used to measure
dosages is operating properly.

In other cases, more specific
requirements were kept in Part 35 where
justified by risk. The majority of those
requirements deal with the therapeutic
uses of sealed radioactive material. We
believe that the requirements in the
final rule are necessary, in addition to
the requirements in Part 20, to ensure
that the dosage administered to a patient
is as prescribed by the AU and to ensure
protection of workers and the public.

Issue 3: Should the Requirements for
Diagnostic and Therapeutic Uses of
Unsealed Byproduct Materials for
Medical Use Be Combined?

Comment. A commenter believed that
the proposed rule intermingled
requirements for diagnostic and
therapeutic nuclear medicine and failed
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to provide a regulatory scheme
appropriate to each.

Response. Early in the rulemaking
process, the NRC considered structuring
the rule to have completely “stand-
alone” subparts for each type of medical
use. However, under this approach,
there would have been significant
duplication of the requirements which
would make the entire rule
unnecessarily voluminous. For example,
if we took this approach, each subpart
would have had a section that addressed
when a license was needed, criteria for
amending a license, or RSO
qualifications.

We have structured the rule so that
Subparts A, B, C, L, M, and N contain
the requirements that apply to all
licensees. Subparts D, E, F, G, H, and K
contain the requirements that apply to
a particular modality, e.g., Subpart D
provides specific requirements for the
use of unsealed byproduct material
which does not require a written
directive, and Subpart E contains the
requirements for the use of unsealed
byproduct material which requires a
written directive. The subparts for each
type of use also contain the specific
training and experience requirements
for the AU.

Section 35.100, Use of Unsealed
Byproduct Material for Uptake, Dilution,
and Excretion Studies for Which a
Written Directive Is Not Required

Issue 1: Why Doesn’t the NRC Eliminate
or Reduce the Regulation of Certain
§35.100 Materials?

Comment. A commenter
recommended eliminating or reducing
regulation of materials in § 35.100 with
extremely low doses (e.g., 35 pCi of I-
125 iothalamate, 10 pCi of iodine-125
(I-125) albumin and 1 uCi of cobalt-57
(Co-57) cyanocobalamin) because
medical use of these materials involves
minimal risk.

Response. The NRC does not believe
that the requirements for the medical
use of byproduct material described in
§ 35.100 should be eliminated. If this
material is not handled safely, the
public or occupationally exposed
individuals could receive an exposure
in excess of the Part 20 dose limits.
However, we have reduced some
regulatory requirements that apply to
this type of use, e.g., the requirements
in §§35.24, 35.61, 35.92, and 35.290 of
the final rule. Explanations for these
changes can be found in the discussions
of the respective sections.

Issue 2: Should §§35.100 and 35.200 Be
Combined Because the Procedures
Performed in Both Modalities Do Not
Require a Written Directive?

Comment. A commenter suggested
that the two types of studies listed
under Subpart D in the proposed rule in
§§35.100 and 35.200 should be
combined into one category, ‘“unsealed
byproduct material for which a written
directive is not required.”

Response. Early in the development of
the proposed rule, the NRC considered
combining these two categories into one
section. We did not do so because we
believe that the training and experience
requirements for individuals using
byproduct material for imaging and
localization should be more rigorous
than such requirements for individuals
who only use unsealed byproduct
material for uptake, dilution, and
excretion studies. This is because AUs
using unsealed material under § 35.200
are allowed to compound
radiopharmaceuticals and, in general,
are handling multiple types of
radionuclides at higher activity levels
than users performing uptake, dilution,
and excretion studies.

Issue 3: Is the Reference in § 35.100(b)
Referring to § 35.292 Correct?

Comment. A Commenter Suggested
the Cross Reference in § 35.100(b) to
§ 35.292 Should Be § 35.290.

Response. The cross reference in
§ 35.100(b) of the proposed rule to an
individual who meets the criteria to
become an AU for use of unsealed
byproduct material for imaging and
localization is correct. The requirements
in the proposed § 35.292 were moved to
§35.290 in the final rule, so § 35.100(b)
now references § 35.290. The NRC also
added a reference to § 35.390. Sections
35.292 and 35.390 in the final rule give
physicians authorization to prepare
radioactive drugs using generators and
reagent kits. AUs qualified under the
final § 35.190 (proposed § 35.290) do not
have this type of authorization.

Issue 4: Why Aren’t FDA-Approved IND
Pharmacokinetic Studies Addressed in
the Proposed Rule?

Comment. A commenter stated that
the proposed rule did not recognize
pharmaceutical companies that do not
have a 10 CFR Part 35 license but label
compounds with byproduct material
and transfer them to specific licensees
for use in FDA-approved IND
pharmacokinetic studies. This
commenter proposed addition of a new
§ 35.100(c) to address this issue.

Response: The final rule addresses
this comment and other omissions in

the proposed rule. The proposed rule
did not recognize pharmaceutical
companies who do not have a Part 32
license but who label compounds with
byproduct materials and transfer them
to a specific licensee for use in FDA-
approved IND studies. The proposed
rule also did not recognize the use of
unsealed byproduct material obtained
from an NRC or Agreement State
licensee in accordance with an RDRC
protocol. Finally, § 35.100 in the
proposed rule did not allow specific
medical use licensees, who do not have
individuals qualified under §§ 35.292,
35.55, 35.920, or 35.980, to prepare
unsealed byproduct material in
accordance with an RDRC or IND
protocol accepted by FDA for use in
research. These omissions in the
proposed rule unduly restricted labeling
and transfer of unsealed byproduct
material to Part 35 licensees. New
paragraphs (c) and (d) have been added
to §§35.100 and 35.200 of the final rule
to address all of these situations.

Section 35.190, Training for Uptake,
Dilution, and Excretion.

Issue 1: Is It Necessary for Physicians
Using Byproduct Materials Under
§35.100 To Be Board Certified in
Nuclear Medicine?

Comment. A commenter believed that
there should be an alternative training
and experience pathway for individuals
who are not full board certified nuclear
medicine physicians, but would like to
become an AU for materials authorized
under § 35.100.

Response. The final rule contains
three pathways for individuals to
become AUs for material under
§ 35.100. The first pathway, § 35.190(a),
requires a physician to be certified by a
board recognized by NRC. The second
pathway, § 35.190(b), allows AUs,
qualified under §§ 35.290, 35.390, or
equivalent Agreement State
requirements, to use byproduct material
under § 35.100. The third pathway,

§ 35.190(c), requires that the physician
complete 60 hours of training and
experience in basic radionuclide
handling techniques applicable to the
medical use of unsealed byproduct
material for uptake, dilution, and
excretion studies. The 60 hours includes
classroom and laboratory training and
work experience.

Issue 2: Were There Any Other Changes
Made Between the Proposed and Final
Rule?

Response: Yes. The training and
experience requirements that were in
the proposed § 35.290 were moved to
§ 35.190 in the final rule. This is
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discussed in greater detail under the
general discussion on training and
experience located at the beginning of
this section of the SUPPLEMENTARY
INFORMATION.

Section 35.200, Use of Unsealed
Byproduct Material for Imaging and
Localization Studies for Which a
Written Directive Is Not Required

Issue 1: Were There Any Changes Made
in This Section Between The Proposed
and Final Rule?

Response. Yes. Paragraphs (c) and (d)
were added to this section in the final
rule. These changes are identical to the
changes made to § 35.100. The reasons
for these additions are in the discussion
of § 35.100, Issue 4.

Section 35.204, Permissible
molybdenum-99 Concentration

Issue 1: Why Is It Necessary for NRC
Regulations To Address molybdenum-
99 (Mo0-99) Concentrations?

Comments. Commenters argued for
eliminating this section because U.S.
Pharmacopeia (USP) and FDA standards
already address this area. Another
commenter believed that the proposed
requirements were excessive and
unnecessary. Some commenters
supported the change in the
requirement from evaluating the Mo-99
concentration for every elution, to
evaluating it for only the first elution.

Response. The NRC believes that this
requirement is necessary as a means to
check generator eluate before medical
use to ensure that the generator was not
damaged in shipment. This requirement
does not preclude more frequent
evaluations of the Mo-99
concentrations. We revised paragraph
(a) to express the permissible
concentration level in SI units: “0.15
kilobecquerel of molybdenum-99 per
megabecquerel of technetium-99m (0.15
microcurie of molybdenum-99 per
millicurie of technetium-99m).” This
level is identical to that used in the U.S.
Pharmacopeia (USP) 23 U.S.
Pharmacopeial Convention, Inc., 1995,
pages 1486—-1487.

Issue 2: Were There Any Changes Made
in This Section Between the Proposed
and final Rule?

Response. Yes. The NRC amended
paragraph (c) to be more precise. We
replaced the phrase “measure
molybdenum concentration” with the
phrase “measure the molybdenum-99
concentration.”

Section 35.205, Control of Aerosols and
Gases (current rule)

Issue 1: Should the Current
Requirements Related to Aerosols and
Gases Be Deleted?

Comment. The NRC received
comments supporting and opposing the
deletion of this section in the current
rule. A commenter supported the
deletion of the requirement because the
current requirement is too prescriptive.
Another commenter believed that the
requirement to control radioactive
aerosols and gases should be retained.
This commenter stated that the
requirement of having a negative
pressure environment ensures that there
is control over “‘escaping radioactive

as.”
8 Response. The NRC does not believe
this requirement is needed in Part 35.
Part 35 licensees must comply with the
occupational and public dose limits of
Part 20. Additional prescriptive
requirements for limiting airborne
concentrations of radioactive material
are not warranted in Part 35.

Section 35.290, Training for Imaging
and Localization Studies

Issue 1: Should All Individuals Be
Required To Have Experience With
Eluting Generators?

Comment. A commenter
recommended that the NRC revise the
training and experience requirements in
the proposed § 35.292 to state: “To be
authorized for possession and use of
technetium from a generator system, the
applicant must obtain supervised
practical experience eluting technetium-
99m from generator systems.” The
commenter is drawing a distinction
between AUs that plan to limit their use
to unit dosages, rather than preparing
the dosages themselves. The commenter
believed the requirement, as proposed,
would be consistent with actual practice
and good radiation safety practices. In
addition, the commenter recommended
that the preceptor not be required to
certify that an individual has achieved
a level of competency with regards to
use of generators. Another commenter
believed that we should delete
requirements for individuals to receive
training in eluting generators, measuring
and testing the eluate for radiochemical
purity and processing the eluate with
reagent kits because unit dosages are
obtained from a Part 32 licensee.

Response. The NRC has not modified
the regulatory text to establish separate
training and experience requirements
for AUs only using unit dosages. We
have also not deleted the requirement
for “eluting generator systems

appropriate for preparation of
radioactive drugs for imaging and
localization studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate with
reagent kits to prepare labeled
radioactive drugs.” Physicians who
meet all the qualifications in the final
§ 35.290 are authorized to use generator
systems and reagent kits in the
preparation of radioactive drugs and
must be trained accordingly, even
though they may elect to use only unit
dosages. If a physician does not have
experience in eluting generators he or
she will be authorized for unit dosages
only. For the same reason, we believe
that the preceptor should certify that the
individual has achieved a level of
competency with regards to use of
generators. We would unduly limit
where a licensee may obtain unsealed
byproduct material if we made any
further revisions to the regulatory text.

Issue 2: Were There Any Other Changes
Made in This Section Between the
Proposed and Final Rule?

Response: Yes. The requirements in
the proposed § 35.290 were moved to
the final § 35.190. The requirements in
the proposed § 35.292 were moved to
the final § 35.290. This is discussed in
greater detail under the general
discussion on training and experience
located at the beginning of this section
of the SUPPLEMENTARY INFORMATION.

Subpart E—Unsealed Byproduct
Material—Written Directive Required

Section 35.300, Use of Unsealed
Byproduct Material for Which a Written
Directive Is Required

Issue 1: Were There Any Changes Made
in This Section Between the Proposed
and Final Rule?

Response. Yes. Paragraph (b) was
amended by changing the reference to
§ 35.292 in the proposed rule to § 35.290
in the final rule and adding a reference
to § 35.390. The proposed rule would
have allowed licensees to use any
unsealed byproduct material prepared
for medical use by an ANP, a physician
who is an AU and who meets the
requirements specified in the proposed
§35.292 (§ 35.290 of the final rule), or
an individual under the supervision of
either as specified in § 35.27. The NRC
added the reference to § 35.390 in
paragraph (b) of the final rule because
a physician who meets the training
requirements in § 35.390 also meets the
training requirements in § 35.290.

Paragraphs (c) and (d) were added to
this section. This was done because the
proposed rule did not recognize
pharmaceutical companies who do not
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have a 10 CFR Part 32 license, but label
compounds with byproduct materials
and transfer them to a specific licensee
for use in FDA-approved IND studies.
Also, the proposed rule did not allow
specific medical use licensees to
prepare unsealed byproduct material in
accordance with an IND protocol
accepted by FDA for use in research.
These omissions in the proposed rule
unduly restricted labeling and transfer
of unsealed byproduct material to Part
35 licensees. The final rule addresses
these situations.

Sections 35.100 and 35.200 have been
revised to address both the RDRC and
IND approved material. Note: § 35.300,
in contrast to §§35.100 and 35.200, does
not include reference to RDRC
authorizations because FDA’s RDRC
regulations restrict RDRC approvals to
pharmacokinetic and physiological
studies. Further, the dose limits for a
study that can be approved by an RDRC
under 21 CFR 361.1 are as follows:

(1) For a single administration of
radioactive drug—whole body, gonads,
blood forming organs, and lens—3 rem;
all other organs—5 rem; and

(2) For multiple administrations (or
annual dose commitment)—whole body,
gonads, blood forming organs, and
lens—5 rem; all other organs—15 rem.

Section 35.310, Safety Instruction

Issue 1: Who Must Participate in Annual
Retraining on Radiation Safety?

Comments. Many commenters
questioned the need for the radiation
safety instruction required in § 35.310.
Some commenters found this
requirement to be very burdensome. A
commenter suggested that posting
radiation safety precautions on a
patient’s door or in the patient’s chart
could replace the training requirement.
Another commenter believed that
annual retraining was not needed for
certified radiation therapy technologists
and, therefore, recommended that the
section specify annual retraining only
for “‘persons without specialized
training in handling radioactive
materials.” Other commenters thought
the requirement was too prescriptive,
and that licensees should be given the
freedom to decide how to assure
compliance with the dose limits in
§ 35.75 on a case-by-case basis.
According to another commenter,
annual retraining should be required
only for health care personnel who were
not directly supervised by trained
radiation safety staff. Some commenters
argued against placing the radiation
safety instruction requirement in Part
35, while other commenters suggested
that we make the requirement only

applicable to allied health workers who
are not nurses. The commenter believed
that the need for training should be
dependent on whether the licensees
needed to provide the individual with
dosimetry. These commenters suggested
that we revise § 35.310(a) to state: “A
licensee shall provide radiation safety
instruction, initially and at least
annually, to personnel, whose exposure
rates may approach the limits in Part 20,
caring for patient or human research
subjects that have received therapy

* x %

Response. The NRC believes that it is
important that personnel caring for
patients or human research subjects,
who cannot be released in accordance
with § 35.75, receive instruction in
limiting radiation exposure to the public
and workers and in the radiation safety
actions to be taken in the case of a
medical emergency or death. We believe
this provision is needed because
exposure in excess of the public dose
limits could result unless proper
precautions are taken. We also believe
this requirement is consistent with
ALARA principles. We do not believe
that only posting doors or a chart
provides adequate information to the
licensee’s staff, without corresponding
instruction.

The rule does not require the licensee
to instruct all hospital staff. Instruction
must only be provided to personnel
caring for patients or human research
subjects who cannot be released in
accordance with § 35.75. We considered
the comments regarding who should
receive the training and whether the
requirement should be linked to a dose
limit. We decided that it is more
appropriate to specify that instruction
must be provided to personnel caring
for patients or human research subjects,
rather than tie the instruction to the
dose limits in Part 20. This was done
because it is possible for a licensee’s
staff member to receive a dose that is
less than the occupational dose limits in
Part 20, but take an action that could
result in a dose to a member of the
public that exceeds the public dose
limit.

We have given the licensee flexibility
on the level and detail of instruction
that must be provided. The instruction
need only be commensurate with the
duties of the personnel. In other words,
the licensee can determine the
appropriate level of radiation safety
instruction to be provided, depending
on the level of care provided by the
personnel. For example, a primary care
nurse may receive detailed instructions
on patient and visitor control, but the
ward clerk may only need to be

instructed to observe the caution signs
on the patient’s door.

We recognize that certified radiation
therapy technologists or other
individuals who have received
specialized training in handling
radioactive materials would have
received training in the areas required
by this section as part of a training
program. However, we believe that
refresher training is warranted because
of the potential for unnecessary
exposure to workers and the public if
needed safety precautions are not
observed.

Issue 2: Can the AU Have a Designee?

Comment: A commenter
recommended that paragraph (a)(5) be
revised to require that personnel be
instructed to notify the RSO (or his or
her designee) and the AU (or his or her
designee) if the patient or the human
research subject has a medical
emergency or dies.

Response: The final rule provides the
RSO flexibility in designating who
should be notified to address radiation
protection issues. However, the rule
does not provide for the AU to have a
designee. The AU is the individual who
is responsible for the medical use and
supervision of other persons using the
byproduct material. Therefore, because
of the type of dosages that are
administered under § 35.300, we believe
it is important that an AU be available
to be contacted in case of a medical
emergency or death.

Issue 3: Should the Current
Requirements in § 35.315(a)(4) Related
to Surveys Be Deleted?

Comment. A commenter indicated
that removal of the current requirements
in § 35.315(a)(4) to perform a radiation
survey following a therapeutic
administration of I-131 would be ill-
advised. This commenter also believed
that the requirement to perform a
careful contamination room survey
should not be removed.

Response. The NRC does not believe
these survey requirements should be in
Part 35. We believe Part 20 contains
adequate information regarding
radiation surveys. As required in
§20.1501, the licensee must make or
cause to be made surveys that are
needed to comply with the regulations
in Part 20. Part 35 licensees are
responsible for ensuring that the
occupational and public dose limits in
Part 20 are not exceeded.
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Issue 4: Were There Any Other Changes
Made to This Section Between the
Proposed and Final Rule?

Response. Yes. In paragraph (a), the
term ‘‘radiopharmaceutical therapy”’
was replaced with the phrase “therapy
with unsealed byproduct material.”
This change clarifies that this section
addresses both drugs and biologics
containing byproduct material. The term
radiopharmaceutical does not cover
both radioactive drugs and
radiobiologics containing byproduct
material.

Paragraph (b) of the proposed rule
(paragraph (a)(5) of the final rule) was
restructured to clarify our intent that,
for the purpose of this section, only the
RSO may have a designee.

Section 35.315, Safety Precautions

Issue 1: Does the Rule Allow the
Licensee to Quarter Patients or Human
Research Subjects Receiving Therapy
With Unsealed Byproduct Material
Together?

Comment. Commenters did not
believe that the requirement to quarter
a patient or human research subject,
who cannot be released in accordance
with § 35.75, in a private room with a
private bathroom is justifiable. They
believed that the requirement should be
deleted, citing calculations suggesting
that two patients undergoing identical
radiation treatments (unsealed
byproduct material) and occupying the
same room would each have their total
radiation dose increased by less than 1
percent due to the presence of the other
patient. Others believed that allowing
two patients undergoing treatment in
the same room would be helpful as a
means of controlling contamination and
would, therefore, support ALARA
principles.

Commenters also argued that allowing
a nontherapy patient to share a room
with a patient undergoing radiation
therapy (unsealed byproduct material)
was unacceptable. They said this would
result in unnecessary exposure to a
member of the public and would not be
ALARA.

Other commenters opposed allowing
the sharing of a posted restricted room
with a patient who was not undergoing
radiation therapy. These commenters
were concerned about the radiation
exposure to hospital housecleaning
staff. Other commenters supported the
requirement for a private room because
they were concerned that medical
institution management and health care
insurance companies would not allow
patients or human research subjects to
be quartered in private rooms or in a

double room (with single occupancy)
because it was too expensive.

Response. The NRC revised this
provision to allow the licensee to
quarter a patient or human research
subject in either (1) a private room with
a private sanitary facility; or (2) a room,
with a private sanitary facility, with
another individual who also has
received therapy with unsealed
byproduct material and who also cannot
be released under § 35.75. This
requirement does not preclude the
licensee from quartering the patient in
a private room. This change recognizes
that the exposure patients could receive
from each other is insignificant in light
of the exposure the patient is receiving
from their administered dosages.
Conversely, we do not believe that it is
appropriate to allow a therapy and
nontherapy patient to share a room
because the nontherapy patient would
not receive a radiation exposure under
normal conditions.

We believe that contamination control
is essential and that two patients could
share the same room without negatively
affecting the licensee’s ability to control
contamination. However, licensees
should be mindful of the radiation
hazards associated with different
radionuclides, especially when
quartering in the same room individuals
who have received different
radionuclides. We do not agree that
sharing rooms will increase the
exposure to housecleaning staff.
Assuming that two patients require
treatment, the exposure to the
housekeeping staff should not be
significantly different whether the
patients are quartered in the same room
or different rooms. In either situation,
licensees have the responsibility to
maintain the exposures below the Part
20 limits.

Issue 2: Should a Patient or Human
Research Subject Be Allowed To Take
Contaminated Articles Home?

Comment. A commenter asked that
this section be revised to permit the
licensee to package items contaminated
with short-lived material so that the
items could be released at the same time
as the patient or human research
subject. The commenter went on to state
that the section should also include a
requirement for the licensee to instruct
the individual not to unpack the
package and use anything in the
package until a predetermined date.
Finally, the commenter recommended
that the date be calculated to ensure the
activity remaining in the package is
small.

Response. The NRC has not changed
the rule because of the potential for

unnecessary radiation exposure to the
public if the material were not handled
properly once it is released from
licensee control. Any items
contaminated as a result of medical use
are the responsibility of the licensee.

Issue 3: Should Additional
Requirements Be Added To § 35.315 To
Address Hospitalization of Patients Who
Can Be Released Under § 35.75, But Are
Still Hospitalized Because of Medical
Reasons?

Comment. A commenter questioned
how a patient, who had been released
under § 35.75, but was still hospitalized
for another medical condition, should
be managed. The commenter was
concerned that the nursing staff could
be confused by the instructions
provided to the patient under § 35.75,
because § 35.315 does not address the
management of this type of patient. The
commenter suggested that § 35.315 be
revised to require licensees to
implement radiation safety precautions,
to include posting warning signs,
whenever patients receiving therapy
quantities of radiopharmaceuticals are
hospitalized.

Response. It is the licensee’s
responsibility, under § 35.75, to control
any individual who has been
administered unsealed byproduct
material or implants containing
byproduct material if the total effective
dose equivalent to any other individual
from exposure to the released individual
is likely to exceed 5 mSv (0.5 rem).

We do not believe that § 35.315
should be revised to specifically address
patients who are released in accordance
with § 35.75 but remain hospitalized for
other reasons because compliance with
§ 35.75 ensures that the maximally
exposed individual does not receive a
dose in excess of 5 mSv (0.5 rem).

Issue 4: Are the Limits in § 35.315 for
the Release of Material and Items
Removed From the Patient’s or Human
Research Subject’s Room Appropriate?

Comment. A commenter was strongly
in favor of the revised survey
requirements because the previous rules
were too prescriptive and not warranted
for reasons of health and safety. Another
commenter believed that the release
limits in § 35.315(a)(3) of the proposed
rule are unnecessarily low and are not
logical when compared to the annual
limit of intake for I-131 and I-125.

Response. Under § 35.315 (a)(4) in the
final rule, material and items from the
patient’s or the human research
subject’s room cannot be removed until
the radiation levels adjacent to the items
are not distinguishable from natural
background, unless the material and
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items are managed as radioactive waste.
Because this requirement is consistent
with the release requirements in § 35.92
for radioactive waste, the NRC does not
believe additional modification is
needed.

Issue 5: Should the Bioassay
Requirements in the Current
§35.325(a)(8) Be Included in the Final
Rule?

Comment. A commenter asked that
the current § 35.315(a)(8) be revised and
incorporated in the final rule. The
commenter recommended that the
following provision be added: A
licensee shall measure the thyroid
burden of each individual who helped
prepare or administer a dosage of I-131
within 3 days after administering the
dosage if there is a likelihood that the
individual would receive more than 10
percent of the Annual Limit of Intake in
Appendix B of Part 20.

Response. The NRC has not included
bioassay requirements in the final rule.
Licensees are required to comply with
Part 20. As such, they must limit
occupational exposure to the limits in
Part 20. In addition, they must develop,
document, and implement a radiation
protection program commensurate with
the scope and extent of licensed
activities (§ 20.1101). This would
include assessing whether individuals
preparing or administering I-131 need
bioassays.

Issue 6: Were There Any Other Changes
Made to This Section Between the
Proposed and Final Rule?

Response. Yes. The NRC restructured
paragraph (b) to clarify our intent in the
proposed rule that, for the purpose of
this section, only the RSO may have a
designee. This same change has been
made in § 35.310. The reasons for this
change are under the discussion of
§35.310, Issue 2.

Section 35.390, Training for Use of
Unsealed Byproduct Material for Which
a Written Directive Is Required

Issue 1: Should the Training and
Experience Requirements in § 35.390
Include Instruction in Giving Radiation
Safety Directions in the Event the
Patient or Human Research Subject
Dies?

Comment. A commenter
recommended that the NRC add a
requirement to § 35.390(b)(1) to require
that an individual receive instruction on
issuing radiation safety directions in the
event the patient or human research
subject dies.

Response. The NRC does not believe
this change is necessary because this

issue should be addressed as part of the
licensee’s overall radiation safety
program. Licensees should have
flexibility in how they address radiation
safety issues associated with the death
of a patient or human research subject.

Section 35.392, Training for the Oral
Administration of Sodium Iodide I-131
Requiring a Written Directive in
Quantities Less Than or Equal to 1.22
Gigabecquerels (33 millicuries)

Issue 1: Were There Any Changes Made
in This Subpart Between the Proposed
and Final Rule?

Response: Yes. The NRC added
specific training and experience
requirements for the oral administration
of sodium iodide I-131 requiring a
written directive in quantities less than
or equal to 1.22 GBq (33 mCi). This
addition is discussed in greater detail
under the general discussion on training
and experience located at the beginning
of this section of the SUPPLEMENTARY
INFORMATION.

Section 35.394, Training for the Oral
Administration of Sodium Iodide I-131
Requiring a Written Directive in
Quantities Greater Than 1.22
Gigabecquerels (33 millicuries)

Issue 1: Were There Any Changes Made
in This Subpart Between the Proposed
and Final Rule?

Response: Yes. The NRC added
specific training and experience
requirements for the oral administration
of sodium iodide I-131 requiring a
written directive in quantities greater
than 1.22 GBq (33 mCi). This addition
is discussed in greater detail under the
general discussion on training and
experience located at the beginning of
this section of the SUPPLEMENTARY
INFORMATION.

Subpart F—Manual Brachytherapy

Section 35.400, Use of Sources for
Manual Brachytherapy

Issue 1: Should All Therapy Sealed
Sources Be Required To Have National
Institute of Standards and Technology
(NIST) Traceability?

Comment. Some commenters felt that
all sources used for therapeutic
applications should be required by
regulation to have a NIST traceable
national standard. Conversely, some
commenters felt that it is inconsistent to
require licensees to calibrate in the
absence of national standards for all
clinically used sources.

Response. This comment pertains to
all sources used for manual
brachytherapy under Section 35.400.
Section 35.432 requires that source

output be measured with a dosimetry
system that has been calibrated using a
system or source traceable to NIST. The
NRC agrees with the AAPM position
that all therapy sealed sources should be
calibrated using a system or sources
traceable to NIST and published
protocols accepted by nationally
recognized bodies or by a calibration
laboratory accredited by AAPM. In
limited cases, a traceable standard
identical to the therapy sealed source is
not available. In these cases, the
requirement allows the licensee the
flexibility to use protocols accepted by
nationally recognized bodies to meet the
calibration requirement. As an example,
AAPM Report No. 21—Specification of
Brachytherapy Source Strength, 1987,
recommends that sources used in
radiation therapy have calibrations with
direct or secondary traceability to
national standards. AAPM defines
direct traceability as “when a source or
calibrator has been calibrated either at
NIST or an AAPM-Accredited
Dosimetry Calibration Laboratory.”
AAPM defines secondary traceability as
“when the source is calibrated in
comparison with a source of the same
design and comparable strength which
has direct traceability or when the
source is calibrated using an instrument
with direct traceability.” In addition,
AAPM TG-56 recommends that, for
“sources that do not have a national
standard yet, users should develop a
constancy check calibrated against the
vendor’s standard and use this
constancy check to verify the source
strength. Another option is to develop
one’s own secondary standard.” This
allows the licensee flexibility in the
event that a direct NIST traceable
standard does not exist.

Issue 2. Were There Any Changes Made
in This Section Between the Proposed
and Final Rule?

Response. Yes. The NRC added a new
paragraph (b) to this section that allows
a licensee to use therapy sources in
medical research as long as the research
is conducted in accordance with an
active IDE application accepted by the
FDA if the requirements in § 35.49(a) are
met. This was done to clarify how
research with sealed sources could be
conducted if the medical use of the
sources differed from the statements
found in the SSDR for the sources. With
this change, we allow the use of
previously registered sources for uses
other than those described in the
original registration process, as long as
the requirements in paragraph (b) are
met.
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Section 35.404, Surveys After Source
Implant and Removal

Issue 1: Is the Requirement for Radiation
Surveys After Brachytherapy Source
Implant Necessary?

Comment. Commenters felt that a
survey of the patient after brachytherapy
sources have been implanted for the
purpose of looking for misplaced
sources would be difficult. The
commenters stated that with the sources
in the patient, the background around
the patient is too high to detect an errant
source. Additionally, some commenters
believed that radiation surveys should
be deleted from Part 35 because this is
a Part 20 issue.

Response. The NRC agrees that Part
20 requires surveys and control of
licensed material. However, in order to
clarify that surveys must be conducted
to locate and account for all sources that
have not been implanted, the
requirements for surveys have been
retained in § 35.404(a). Section 20.1501
requires, in part, that each licensee shall
make, or cause to be made, surveys that
may be necessary for the licensee to
comply with the regulations in this part
and are reasonable to evaluate: the
magnitude and extent of radiation
levels; the concentration or quantities of
radioactive material; and the potential
radiological hazards that could be
present. In addition, Subpart I of Part 20
requires that the licensee secure from
unauthorized removal or control and
maintain constant surveillance of
licensed material. Because surveys
under § 35.404(a) are not necessarily
radiation surveys, the term ‘“radiation”
has been removed from the title and the
text of paragraph (a) of this section.
Depending on the area being surveyed
and the ability to distinguish from the
radiation background around the patient
implanted with brachytherapy sources,
these surveys may include radiation
surveys of a facility room (e.g., operating
room suite) after the patient with
implanted sources has been removed
from the room, radiation surveys in and
around the patient’s room after the
implant, and visual surveys of the
patient’s bed after the implant.

Issue 2: Does Adjacent Area Include
Contiguous Restricted and Unrestricted
Areas?

Comment. A commenter requested
that we explicitly indicate that
“adjacent area” does not categorically
include “contiguous restricted and
unrestricted areas.” The commenter
stated that the latter wording appears in
the current § 35.415(a)(4). The
commenter indicated there was little
rationale for the current requirement

and that it has been deservedly removed
in the proposed rule.

Response. The NRC deleted the
requirement in the current rule
(§ 35.415(a)(4)) that required radiation
surveys in contiguous restricted and
unrestricted areas to demonstrate
compliance with the requirements of
Part 20. We agree that this requirement
is covered by Part 20. Deleting this
requirement and relying on Part 20 to
ensure that adequate surveys are
performed provides the licensee
flexibility in performing adequate
surveys. For instance, an adequate
survey following a brachytherapy
implant may include a radiation survey
of restricted and unrestricted areas with
a maximally loaded patient in a
representative patient room. If the
circumstances of subsequent
brachytherapy patient treatments are
equivalent to the initial survey
conditions, we believe that the licensee
may rely upon the initial survey to show
compliance with Part 20.

Section 35.406, Brachytherapy Source
Accountability

Issue 1: Were There Any Changes Made
in This Section Between the Proposed
and Final Rule?

Response. Yes. The NRC changed the
title of the section from ““Brachytherapy
source inventory,” to ‘“‘Brachytherapy
source accountability.” This title more
accurately reflects the regulations in this
section. The inventory requirements for
sealed sources or brachytherapy sources
are in § 35.67 of the final rule.

Section 35.410, Safety Instruction

Issue 1: Who Must Participate in Annual
Retraining?

Comment. Many commenters
questioned the need for the training
required in § 35.410. Some commenters
found this requirement to be very
burdensome. Another commenter
believed that annual retraining was not
needed for certified radiation therapy
technologists and, therefore,
recommended that the section only
require annual retraining for “persons
without specialized training in handling
radioactive materials.” Additionally,
one commenter stated that initial and
annual training of all nurses and all
hospital staff was not cost effective.

Response. The NRC believes that it is
important that personnel caring for
patients or human research subjects,
who have received a brachytherapy
implant and cannot be released in
accordance with § 35.75, receive
instruction. This instruction should
include information on how to
minimize radiation exposures to the

public and workers and the radiation
safety actions to be taken in the case of
a medical emergency or a death. We
believe this provision is needed because
exposures in excess of public dose
limits could result if proper precautions
are not taken. We also believe this
requirement is consistent with ALARA
principles.

We do not require training of all
hospital staff. We allow the licensee
flexibility in determining the
appropriate level of radiation safety
instruction to be provided, depending
on the level of involvement by various
personnel caring for the patient or
human research subject. The instruction
need only be commensurate with the
duties of the personnel. For example, a
primary care nurse may receive detailed
instructions on patient and visitor
control but the ward clerk may only
need to be instructed to observe the
caution signs on the patient’s door.

We recognize that certified radiation
therapy technologists, or other
individuals who have received
specialized training in handling
radioactive materials, may have
received training in the areas required
by this section as part of their training
program. However, we believe that
refresher training is warranted because
of the potential for unnecessary
exposure to workers and the public if
needed safety precautions are not
observed.

Issue 2: When Notifying an AU
Following a Patient Emergency, Can a
Physician Designee Be Notified if the
AU Is Not Available?

Comment. A commenter
recommended that for notifications of
patient or human research subject
medical emergencies, the AU, like the
RSO, may not always be readily
available and should also have the
option to specify a designee, such as
another physician.

Response. Sections 35.11 and 35.27
permit an individual to use byproduct
material under the supervision of an
AU. Nevertheless, an AU, and not a
designee, is responsible for the medical
use and supervision of the byproduct
material. In the event of a medical
emergency involving a patient or human
research subject implanted with
brachytherapy source(s), the NRC
believes that, because of the doses
administered under § 35.400, an AU
must be notified, and this notification
cannot be delegated to a designee.
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Issue 3. Were There Any Other Changes
Made in This Section Between the
Proposed and Final Rule?

Response. Yes. The NRC restructured
paragraph (a)(5) to clarify our intent
that, for the purpose of this section, only
the RSO may have a designee.

Section 35.415, Safety Precautions

Issue 1: Is It Necessary To List the Type
and Location of Emergency Response
Equipment in the Regulations?

Comment. Commenters believed that
the requirement to list the contents of an
emergency pack was too prescriptive
and confusing. Additionally,
commenters felt that the emergency
equipment did not need to be
specifically located in the patient’s
room but could be somewhere
accessible in the hospital. Commenters
felt that the licensee should have the
freedom to adequately stock and locate
an emergency pack. One commenter
also felt that the phrase “supplies
necessary to surgically remove
applicators” kept in the patient’s room
implied that surgery should be
conducted in a nonsterile environment.

Response. The NRC agrees with these
comments because, in a performance-
based rule, the essential objectives
should be stated in the regulatory text.
Therefore, we revised the regulatory text
to identify the essential objective of
having emergency response equipment
available near each treatment room. The
list of specific items that are needed for
emergency responses has been deleted
from this section. The licensee has the
flexibility to determine the type of
emergency response equipment needed
to respond to a source that is either
dislodged from the patient or lodged
within the patient following removal of
the source applicators.

We agree Phat the emergency
equipment does not need to be
maintained in the treatment room.
However, it should be maintained near
each treatment room in order to
expeditiously respond to an emergency.
The rule allows the licensee some
flexibility in locating the emergency
response equipment. The issue of
whether to conduct surgical removals of
applicators or sources within a
treatment room that may not be a sterile
environment is left to the licensee’s
discretion.

Issue 2: Can Brachytherapy Patients Be
Quartered in the Same Room With a
Patient Not Receiving Radiation
Therapy?

Comment. The NRC solicited specific
comment on the current requirement
that the licensee not quarter a

brachytherapy patient in the same room
as an individual who is not receiving
radiation therapy. The majority of
commenters agreed with the
requirement that would allow more than
one brachytherapy patient in a room
although a few commenters questioned
this requirement. Some commenters
believed that the final rule should retain
the requirement that the licensee not
quarter a patient in the same room as an
individual who is not receiving
radiation therapy. One commenter
pointed out that a posted restricted
room should not be shared with a
patient not involved in the therapy.
Another commenter believed that the
requirement to prohibit placing a
therapy patient in the same room as a
nontherapy patient should apply not
only to patients confined under § 35.75,
but also to any patient where another
individual in the room could receive
over 1 mSv (0.1 rem). This commenter
believed that limiting the requirement to
only patients confined under § 35.75
was not “as low as is reasonably
achievable.” Conversely, other
commenters suggested that the
provision for a private room be deleted.

Response. In the current Part 35, the
NRC permits the sharing of a
brachytherapy patient room with
another “individual undergoing
radiation therapy.” In the final rule, we
clarified that the other “individual
undergoing radiation therapy” refers to
another brachytherapy patient. This is
consistent with changes made to
§35.315 to allow therapy patients
treated with unsealed material to share
a room if they cannot be released under
§35.75.

We did not change the final rule in
response to comments on the allowable
exposure to the patient sharing the room
or to individual members of the public.
Section 20.1301 requires the licensee to
conduct operations so that, in part, the
total effective dose equivalent to
individual members of the public from
the licensed operation does not exceed
1 mSv (0.1 rem) in a year, exclusive of
the dose contributions, in part, from
exposure to individuals administered
radioactive material and released under
§35.75. Section 35.75 allows release of
patients administered byproduct
material if the total effective dose
equivalent to any other individual from
exposure to the released individual is
not likely to exceed 5 mSv (0.5 rem).
Therefore, if the licensee confines a
patient receiving brachytherapy and has
not authorized the release of the patient
under § 35.75, the licensee must limit
the total effective dose equivalent to
individual members of the public to less
than 1m Sv (0.1 rem) in a year.

Concurrent with this Part 35 rulemaking
is a new provision in 10 CFR 20.1301(c)
that allows a licensee to permit visitors
to individuals who cannot be released
under § 35.75 to receive a radiation dose
not to exceed 5 mSv (0.5 rem), provided
the authorized user has determined that
it is appropriate. Alternatively, if the
licensee authorizes the release of the
patient receiving brachytherapy under

§ 35.75, the licensee must make the
determination that the total effective
dose equivalent to any other individual
is not likely to exceed 5 mSv (0.5 rem).
The licensee must also provide the
released individual, or the individual’s
parent or guardian, with instructions on
actions recommended to maintain doses
to other individuals as low as is
reasonably achievable, if the total
effective dose equivalent to any other
individual is likely to exceed 1 mSv (0.1
rem). In all cases, the licensee is
required, under § 20.1101, to conduct
operations to achieve doses that are as
low as is reasonably achievable.

Issue 3: Where Should ‘“Radioactive
Materials” Signs Be Posted?

Comment. A commenter suggested
that having the option to put
“Radioactive Materials” signs in the
chart instead of on the door was not a
good idea. This commenter felt that
signs should be posted on the door and
in the chart.

Response. Section 35.415(a) in the
current rule specifically states that the
patient’s door has to be posted. The
NRC revised this section to require that
the licensee visibly post the patient’s or
human research subject’s room with a
“Radioactive Materials” sign. We also
revised this section to allow the licensee
flexibility in determining where to place
the posting so that it is visible.
Notations as to where and how long
visitors may stay may be placed in the
patient’s chart or posted on the door.

Issue 4: Why Is There a Difference in the
Time Periods To Notify the AU and the
RSO, or his or her Designee, if the
Patient or Human Research Subject Dies
or has a Medical Emergency?

Comment. A commenter suggested
that the time periods for notification of
a medical emergency and death should
be the same.

Response. The NRC agrees with the
comment. In the final rule, the
notification time periods are the same
whether the patient or human research
subject has a medical emergency or dies.
We also modified this section to require
that, in the event of a medical
emergency, the notification should be as
soon as possible, rather than
immediately, because the licensee’s
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primary responsibility during a patient’s
medical emergency is the care of the
patient.

Issue 5: Following a Patient Emergency,
When Should an AU Versus an RSO Be
Notified and Can A Physician Designee
Be Notified if the AU is not Available?

Comment. A commenter felt that the
AU should be notified and the
notification of the RSO should be left to
the AU’s discretion. Another commenter
recommended that for notifications of
medical emergencies, the AU, like the
RSO, may not always be readily
available and should also have the
option to specify a designee, such as
another physician.

Response. Sections 35.11 and 35.27
permit an individual to use byproduct
material under the supervision of an
AU. Nevertheless, an AU, and not a
designee, is responsible for the medical
use and supervision of the byproduct
material. Therefore, under § 35.415(c) an
AU and not a designee, must be notified
in the event that a patient or human
research subject has a medical
emergency or dies. Under § 35.24, the
RSO is responsible for implementing the
radiation protection program. Therefore,
we believe that notification of the RSO,
or his or her designee, provides
additional assurance that appropriate
corrective actions to respond to any
radiation safety hazard associated with
the emergency or death are taken.

Issue 6. Were There Any Other Changes
Made in This Section Between the
Proposed and Final Rule?

Response. Yes. Paragraph (a) was
reworded to make it clear that the
requirements in § 35.75 apply to the
release of individuals, not to the
confinement of individuals. In addition,
paragraph (c) was restructured to clarify
our intent that, for the purpose of this
section, only the RSO may have a
designee.

Section 35.432, Calibration of
Brachytherapy Sources

Issue 1: What Does the Term
“Nationally Recognized Body” Mean
and What Is the Policy for Taking
Recommendations From These Bodies
and Making Them Regulations?

Comment. Commenters questioned
what was intended by the term
“nationally recognized body’’ and stated
that professional protocols may contain
items that are recommended, but that
were never intended to be adopted as
regulations.

Response. Examples of nationally
recognized bodies include ANSI,
AAPM, ACR, ACMP, and NIST.

Documents issued by nationally
recognized bodies include multiple
peer-reviews of the reports, protocols, or
standards. The requirements in this
subpart are based on recommendations
found in AAPM TG—40 and TG-56 and
are consistent with the calibration
requirements for sealed sources and
devices for therapy, including those
found in ANSI documents. However,
the NRC did not include all the
recommendations made in these reports
because we recognize the
prescriptiveness of various reports.
Instead, the regulation contains only the
essential objectives for the test being
required. For additional information on
the use of consensus standards in
developing the revision of Part 35 refer
to Section I, Background.

Issue 2: What Is the Meaning of the
Term “Intervals Consistent With 1
Percent Physical Decay?”’

Comment. One commenter requested
that we clarify whether the requirement
meant 1.0000 percent or allowed
rounding down to 1 percent. Some
commenters felt that 1 percent was too
prescriptive because the calibration
requirements are higher. Additionally, a
commenter stated that correcting the
output/activity at “’intervals consistent
with 1 percent physical decay” was not
feasible for short half-life sources.

Response. This section requires that
outputs or activities be corrected for
physical decay at intervals consistent
with 1 percent physical decay.
“Rounding” is a mathematical term.
“Consistent with 1 percent” includes
from 0.51 percent to 1.49 percent. The
1 percent correction is separate from the
calibration. The accuracy of the
calibration must be within a given
percentage provided by the published
protocol used to perform the calibration.
This calibration is then used to
determine the dose delivered to the
patient.

Issue 3: Should the Rule Contain a
Requirement To Perform Calibration
Measurements of Brachytherapy
Sources and, if so, Can the Licensee
Rely on the Manufacturer’s or
Distributor’s Calibration?

Comment. In the proposed rule, the
NRC solicited specific comment on
requirements for brachytherapy source
calibrations. Some commenters felt that
the vendor’s calibration should be
verified by the licensee because use of
unverified vendor calibrations poses
serious hazards for the patient. Other
commenters believed that the
calibration of brachytherapy sources
should be the manufacturer’s
responsibility. They also suggested that

we could easily verify procedures at a
few manufacturers, rather than at
multiple hospitals. Some commenters
also requested that we require the
manufacturer to guarantee the source
activity or output within 3 percent.

Response. The NRC believes that it is
good practice to verify the calibration
provided by the manufacturer because
of the high risk associated with therapy
doses to patients. Therefore, § 35.432
requires a licensee to perform
calibration measurements before the
first medical use of a brachytherapy
source. The licensee shall determine the
source output or activity using a
dosimetry system that meets the
requirements of § 35.630(a); determine
source positioning accuracy within
applicators; and use published protocols
accepted by nationally recognized
bodies to meet the previous two
requirements.

However, we also believe that
licensees should be able to use
calibration measurements provided by
the source manufacturer or by a
calibration laboratory accredited by the
AAPM as long as it was done in
accordance with a published protocol
accepted by a nationally recognized
body using appropriately calibrated
equipment. In order to ensure the
reliability of the outputs or activities
reported by the manufacturer, the
manufacturer must perform the
calibrations in accordance with the
same requirements placed on the
licensee. This also addresses the issue
that the manufacturer guarantee the
activity or output because the
manufacturer must use at least the same
performance standard as the licensee.

Issue 4: What is the Meaning of the
Term “Full” in “Full Calibration?’

Comment. A commenter suggested
that the title be changed to ‘“Verification
of calibration measurements of
brachytherapy sources.” Another
commenter requested clarification of the
term “full” in “full calibration.”
Another commenter suggested that the
term ““full calibration” be replaced with
“spot check” and the phrase “spot
check assay” should be added to be
consistent with terminology used in
AAPM TG—40 and TG-56.

Response. The NRC agrees that the
term “full” is confusing in the title
because we do not define “full.”
Therefore, the title of this section has
been changed to “Calibration
measurements of brachytherapy
sources.” Also, the term ““full” has been
deleted from the regulatory text in this
section. The terminology, including
“calibration,” was selected to be
consistent with terminology used in
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Subpart H of Part 35 and in AAPM and
ANSI reports.

Issue 5: When Should the
Brachytherapy Sources Be Calibrated?

Comment. A commenter requested
clarification on whether brachytherapy
sources should be calibrated before the
first medical use period or before the
first medical use at a given facility.

Response. As written, the requirement
is that each licensee must calibrate its
brachytherapy sources before the first
medical use at the licensee’s facility. If
the licensee is licensed for medical use
at more than one facility in a single
license, this calibration must only be
performed once, before medical use, at
any of the facilities listed in the license.

Issue 6: Does the Rule Allow Calibration
of a Sampling of Sources When a Batch
of Sources is Received?

Comment. Some commenters
suggested that for short half-life sources
and pure beta-emitting sources [e.g., I-
125 and palladium-103 (Pd—103)], a
sampling of the sources should be
allowed.

Response. The NRC does not preclude
a sampling of short half-life sources
when received in a large batch. The rule
requires that the calibration be
performed using published protocols
accepted by nationally recognized
bodies, such as AAPM. The AAPM, in
the report from TG—40, recommends for
short half-life sources that ““for
groupings with a large number of loose
seeds, a random sample containing at
least 10 percent of the seeds be
calibrated” and “for a large number of
seeds in ribbons, a minimum of 10
percent or 2 ribbons (whichever is
larger) should be calibrated.” However,
this recommendation is made to the end
user and as a verification of the source
strength measurement performed by the
manufacturer. The licensee must ensure
that the published protocol allows for
sampling of sources that have not been
previously calibrated.

Issue 7: Are Sources Currently in the
Possession of the Licensee Exempt From
the Calibration Requirement?

Comment. A commenter suggested
that we include an exemption for
sources in inventory before the
requirement becomes effective.

Response. Because calibration
standards and methods have varied over
the years, the NRC believes that to
ensure that the correct dose is given to
the patient, in accordance with § 35.41,
the brachytherapy source output or
activity must be calibrated in
accordance with published protocols
currently accepted by nationally

recognized bodies. Therefore, we did
not revise this section to include the
requested exemption for sources in
inventory before the effective date of the
rule. Instead, we revised this section to
clarify that all brachytherapy sources
must be appropriately calibrated before
the first medical use after the effective
date of this rule. By including this date,
the rule now clearly indicates that
sources currently possessed by the
licensee must be calibrated before the
first medical use after the effective date
of this rule and in accordance with a
published protocol accepted by a
nationally recognized body. If the
source was previously calibrated in
accordance with a currently accepted
published protocol and using a
dosimetry system that meets the
requirements of § 35.630(a), the
calibration would not need to be
repeated after the final rule becomes
effective.

Issue 8: Are the Calibration
Requirements for High-Dose Versus
Low-Dose Sources the Same?

Comment. A commenter requested
that the calibration requirements make a
distinction between high-dose and low-
dose brachytherapy sources.

Response. The NRC does not believe
that such a distinction is needed. We
believe that when a therapeutic dose is
delivered to a patient or human research
subject, the licensee is responsible for
ensuring that the correct dose is
administered, regardless of the source
strength.

Issue 9: Do the Manufacturer’s
Measurements Need To Be Performed
Consistent With Those Required by the
Licensee?

Comment. A commenter suggested
that for the manufacturer’s accepted
measurements, the phrase “that are
made in accordance with the
requirements of this section” be deleted.

Response. This phrase has been
retained in the final rule. To ensure the
same level of calibration, the NRC
believes that unverified calibrations
performed by the manufacturer must
meet the same calibration standard as
the calibrations required of the licensee.

Issue 10: Is the Requirement for Source
Positioning Accuracy Necessary?

Comment. Some commenters felt that
the requirement for source positioning
accuracy within applicators was vague
and may be irrelevant or impossible to
comply with.

Response. The NRC believes that, in
order for the licensee to ensure further
that the correct dose is delivered, the
applicators used to help deliver the dose

must be appropriately tested. We
reviewed several standards currently
available for calibration of
brachytherapy sources. For example,
AAPM TG—40 recommends, at a
minimum, that initial tests be performed
on brachytherapy applicators. TG40
states that “of major concern is that the
applicators position the source where
they are intended to be localized, and
that any part of the structures which are
used to attenuate the radiation (e.g.,
rectal and bladder shields) have not
shifted.”

Issue 11: Should the Accuracy of Source
Activity or Output Determination Be
Stated in the Rule?

Comment. A commenter suggested
that the accuracy for I-125 be changed
to 10 percent because a 5 percent
accuracy is not possible.

Response. The NRC deleted the
reference to +/-5 percent from
§ 35.432(c)(1) of the proposed rule. We
do not believe that the accuracy of the
source activity or output measurement
needs to be stated in the rule because
the published protocol addresses the
accuracy requirement.

Issue 12: Is New Equipment Required by
Licensees To Perform Calibrations?

Comment. Several commenters
indicated that the new requirement to
calibrate brachytherapy sources would
require licensees not currently involved
in teletherapy or remote afterloader
therapy to procure equipment.
Additionally, a commenter requested
clarification on whether a well
ionization chamber (e.g., dose
calibrator) was adequate for calibrating
low dose rate brachytherapy sources
because farmer chambers have
historically been associated with
§35.630.

Response. As represented in the
Regulatory Analysis accompanying this
final rule, the NRC recognizes that
licensees may need to procure
additional equipment to meet this
requirement. We believe that the
additional expenditure is warranted for
the licensee administering
brachytherapy doses to ensure that the
correct dose is administered to patients.
We agree that a well ionization chamber
could meet the requirement if the
chamber, or source used to calibrate the
chamber, is traceable to NIST or an
AAPM-accredited calibration
laboratory, and a published protocol
accepted by a nationally recognized
body is used.
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Section 35.433, Decay of strontium-90
sources for ophthalmic uses

Issue 1: Were There Any Other Changes
Made to This Subpart Between the
Proposed and Final Rule?

Response. Yes. The NRC added this
new section that requires an AMP to
calculate the activity of a strontium—90
(Sr—90) source that will be used in
determining the treatment time for
ophthalmic uses. It also requires that the
activity be calculated using the source
activity determined under § 35.432.

We added this section because we are
aware of numerous misadministrations
involving Sr—90 for opthalmic use that
were caused by individuals improperly
calculating the decay of sealed sources.
Given the risks associated with use of
Sr—90 and the numerous
misadministrations in this area, a more
prescriptive requirement is warranted.

Section 35.457, Therapy-Related
Computer Systems

Issue: Were There Any Other Changes
Made to This Subpart Between the
Proposed and Final Rule?

Response. Yes. The NRC added this
new section that is consistent with the
requirement found in § 35.657 for
therapy-related computer systems. The
new section requires brachytherapy
licensees who use treatment planning
systems to perform acceptance testing
on the system in accordance with
published protocols accepted by
nationally recognized bodies.

Section 35.490, Training for Use of
Manual Brachytherapy Sources

General comments on this section are
summarized under the General Training
topic found at the beginning of this
section of the Federal Register notice.

Issue 1: Should Training Include
Ordering and Inventory of Byproduct
Material?

Comment. A commenter requested
that we delete the following from work
experience requirements: “‘ordering”
material safely and ‘“maintaining
running inventories of material on
hand.” The commenter believed that
there was no risk associated with these
procedures.

Response. Because the AU is
responsible for use of byproduct
material under the license, the NRC
believes that experience in ordering and
maintaining inventories of radioactive
materials is an important component of
a training program for an AU.

Section 35.491, Training for ophthalmic
use of strontium-90

Issue 1: Were There Any Other Changes
Made in This Subpart Between the
Proposed and Final Rule?

Response. Yes. The NRC added this
new section. The proposed rule had
deleted specific training and experience
requirements for individuals who
wanted to use Sr—90 for ophthalmic use.
Under the proposed rule, these
individuals would need to meet the
training and experience requirements in
the proposed § 35.490 or § 35.940. This
change was proposed because, at that
time, we believed it was warranted in
view of the similarities between the use
of Sr-90 eye applicators and the use of
sealed byproduct material in medical
devices, and recent misadministrations
involving Sr-90 eye applicators. Upon
further review of the
misadministrations, we believe that the
majority of the misadministration events
could have been prevented if an AMP
had calculated the decay of the sources,
rather than if NRC required additional
training and experience for AUs who
want to use Sr—90 for ophthalmic use.
Therefore, we added a requirement for
an AMP to calculate the activity of the
source (§ 35.433) and have included a
specific section that provides the
training and experience requirements
for an individual who would like to use
Sr—90 sources for ophthalmic
treatments.

This section is identical to § 35.941,
Training for ophthalmic use of Sr—90 in
the current rule with minor exceptions.
We have deleted the phrase “who is in
the active practice of therapeutic
radiology or ophthalmology.” We
believe it is important that the
individual is a physician and therefore
this additional level of prescriptive
regulation is not warranted. We have
also added a requirement for a written
statement, signed by a preceptor AU,
stating that the individual has
satisfactorily completed the training
requirements and has achieved a level
of competency sufficient to function
independently as an AU for use of Sr—
90 for ophthalmic treatments. This
change is consistent with the other
training and experience sections within
the revised rule. The preceptor
statement is discussed in more detail
under the General Training topic found
at the beginning of this section.
Additionally, we have added a
provision that a physician who meets
the requirements in § 35.490 or
equivalent Agreement State
requirements would automatically meet
the requirements to become an AU
under § 35.491.

Subpart G—Sealed Sources for
Diagnosis

The NRC received comments on only
three areas in Subpart G. They are: (1)
SSDR; (2) availability of survey
instruments; and (3) training and
experience requirements. The first two
topics are summarized under the
“Global Changes” topic in the beginning
of this section because the same
comments pertain to multiple sections
in the rule. Comments on the training
and experience requirements are
summarized under the “General
Training” topic found at the beginning
of this section.

Subpart H—Photon Emitting Remote
Afterloader Units, Teletherapy Units,
and Gamma Stereotactic Units

General Comments

Issue 1: Can This Subpart Be Revised To
Eliminate Redundant and Overly
Prescriptive Requirements?

Comment. A commenter suggested
that Subpart H should be rewritten to
eliminate redundancy and
overprescriptive procedures that the
NRC expects licensees to follow. The
commenter felt that the licensees should
have the ability to develop their own
procedures instead of the NRC dictating
each step.

Response. The NRC agrees that the
rule should not be redundant and we
have combined sections whenever
possible. For example, in the final rule,
we combined § 35.644, Periodic spot-
checks for low dose-rate remote
afterloaders, with § 35.643, Periodic
spot-checks for high dose-rate and pulse
dose-rate remote afterloader units.
However, the full calibration
requirements for all therapy units have
been retained in separate sections for
each type of unit to avoid confusion on
the applicability of certain tests for a
given therapy unit.

Subpart H contains requirements for
emergency response and operating
procedures, including full calibration
and spot-check tests. Where warranted
by risk, we maintained the prescriptive
requirements in the rule. We identified
the performance objectives for full
calibrations and spot-checks in the rule.
This decision was based on various
AAPM and ANSI reports. However, the
exact content of these procedures has
not been specified. These procedures
are required to be developed by the
licensee and the AMP. Where
applicable, the procedures must use
published protocols accepted by a
nationally recognized body. We believe
that this provides the licensee more
flexibility in developing its procedures.
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Issue 2: How Have National Standards
Been Incorporated Into the Rule?

Comment. Commenters were
concerned that we are transforming
recommended ‘“‘practice standards” into
excessively prescriptive and
unnecessarily burdensome regulatory
requirements.

Response. In many sections, the rule
allows licensees to develop their own
procedures in accordance with multiple
peer-reviewed reports, protocols, or
standards. Examples include following
recommendations published by the
AAPM, ACR, ANSI, and ACMP. The
NRC believes this provides licensees
with the flexibility needed to develop
their own procedures as long as they
meet the minimum regulatory
requirements in this subpart.

For additional information on the use
of consensus standards in the final rule
refer to I, Background, in the
SUPPLEMENTARY INFORMATION.

Issue 3: Were There Any Other Changes
Made in This Section Between the
Proposed and Final Rule?

Response. Yes. The NRC changed the
title of this subpart and the language in
§ 35.600 to make it clear that the
requirements in this section refer to
only photon-emitting remote afterloader
units, teletherapy units, and gamma
stereotactic radiosurgery units.

Section 35.600, Use of a Sealed Source
in a Remote Afterloader Unit,
Teletherapy Unit, or Gamma
Stereotactic Radiosurgery Unit

Issue 1: Should All Therapy Sealed
Wources Be Required to Have NIST
Traceability?

Comment. Some commenters said that
all sources used for therapeutic
applications should be required by
regulation to have a NIST traceable
national standard. Conversely, some
commenters said that it is inconsistent
to require licensees to calibrate such
sources in the absence of national
standards for all clinically used sources.

Response. Sections 35.632, 35.633,
and 35.635 require that sealed source
output be measured with a dosimetry
system that has been calibrated using a
system or source traceable to NIST and
published protocols accepted by
nationally recognized bodies or by
calibration laboratory accredited by
AAPM. The NRC agrees with the AAPM
position that all therapy sealed sources
should be calibrated in accordance with
a traceable standard. In limited cases, a
traceable standard identical to the
therapy sealed source is not available. In
these cases, §§ 35.632, 35.633, and
35.635 allow the licensee the flexibility

to use protocols accepted by nationally
recognized bodies to meet the
calibration requirement. As an example,
AAPM Report Number 21 recommends
that sources used in radiation therapy
have calibrations with direct or
secondary traceability to national
standards. AAPM defines direct
traceability as ‘““when a source or
calibrator has been calibrated either at
NIST or an AAPM—Accredited
Dosimetry Calibration Laboratory.”
AAPM defines secondary traceability as
“when the source is calibrated in
comparison with a source of the same
design and comparable strength which
has direct traceability or when the
source is calibrated using an instrument
with direct traceability.” In addition,
AAPM TG-56 recommends that for
“sources that do not have a national
standard yet, users should develop a
constancy check calibrated against the
vendor’s standard and use this
constancy check to verify the source
strength. Another option is to develop
one’s own secondary standard.” This
allows the licensee flexibility in the
event that a direct NIST traceable
standard does not exist.

Issue 2: Were There Any Other Changes
Made in This Section Between the
Proposed and Final Rule?

Response. Yes. The NRC added a new
paragraph (b) to this section that allows
a licensee to use therapy sources in
medical research if the research is
conducted in accordance with an active
IDE application accepted by the FDA
and if the requirements in § 35.49(a) are
met. This was done to clarify how
research with sealed sources could be
conducted if the medical use of the
sources differed from the statements
found in the SSDR for the sources. With
this change, we allow previously
registered sources to be used for uses
other than those described in the
original registration process as long as
the requirements in paragraph (b) are
met.

Section 35.604, Surveys of Patients and
Human Research Subjects Treated With
a Remote Afterloader Unit

Issue 1: What Is the Purpose of the
Survey Required by This Section?

Comment. A commenter requested
clarification of the requirement to
survey the patient or human research
subject and the remote afterloader with
a portable radiation detection survey
instrument to confirm that the source(s)
have been removed from the patient or
human research subject and returned to
the safe shielded position.

Response. The radiation surveys are
needed to ensure that a source does not
remain within the patient or outside of
the source shield following completion
of each treatment with the unit.

Issue 2: Who May Perform the Survey?

Comment. A commenter requested
that the rule be revised to allow the
medical physicist to train an assistant to
do the radiation surveys, required by
§ 35.604, when the physicist is not
available.

Response. The rule does not specify
who must perform the surveys required
by § 35.604. The NRC believes that the
licensee should have the flexibility to
decide who should perform the surveys.
However, the record of the survey must
include the name of the individual who
performed the survey, in accordance
with § 35.2404.

Section 35.605, Installation,
Maintenance, Adjustment, and Repair

Issue 1: Who May Repair a LDR Unit?

Comment. The NRC solicited
comments on whether the restrictions in
this section on who may work on a
device containing a sealed source
should apply to LDR units. Some
commenters said that the restrictions
should apply to LDR units. Other
commenters believed that the
restrictions should only apply to LDR
units if the device manufacturer
recommends the restriction for the
particular device. Conversely, some
commenters said that the restrictions
should not apply to LDR units because
the risk from these low dose-rate units
is minimal enough that a trained
individual knowledgeable of the unit’s
operation could install, perform
maintenance, adjust, or repair the
device. They believed that we should
not “over-regulate” these units. Some
commenters also believed that users of
nonmedical devices who perform these
types of services must submit
procedures that show they have had
appropriate training in performing these
services on the specific devices. They
stated that persons who perform
installation, maintenance, and repair of
other NRC-regulated devices (that do
not apply radiation to humans) are
routinely limited to services on the
specific devices for which they have
training and experience, e.g., fixed
gauges, radiography cameras, etc. In
addition, repairs of therapy devices are
not just an issue of source or cable
replacement, but could also include
electronics and software modifications.
Consequently, they believed that none
of the training and experience
requirements identified in the proposed
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regulations provide for this kind of
training. Therefore, the service
provider’s specific training must be
evaluated by the NRC.

Response. Because of the risk
associated with therapy devices, the
final rule only allows an NRC or
Agreement State licensed entity to
install, maintain, adjust, or repair a
therapy device that involves work on
the source(s) shielding, the source(s)
driving unit, or other electronic or
mechanical component that could
expose the source(s), reduce the
shielding around the source(s), or
compromise the radiation safety of the
therapy unit or the source(s).
Additionally, these regulations limit the
installation, replacement, relocation, or
removal of the sealed source(s) or
source(s) in a teletherapy unit, gamma
stereotactic radiosurgery unit, HDR,
MDR, and PDR, to an entity specifically
licensed by the NRC or an Agreement
State for these activities. For LDR
source(s), the NRC allows an AMP or a
specifically licensed entity to perform
these functions. This provides relief for
licensees possessing LDRs when
replacing decayed sources or removing
and installing sources to render each
individualized treatment plan.
However, for work on the LDR source(s)
safe, the source(s) driving unit, or other
electronic or mechanical components
that may expose the source(s) or
compromise the radiation safety of the
unit, we believe that specialized
training, in addition to the training
required to meet AMP status, is
necessary to perform these activities.
Therefore, only personnel specifically
licensed by the NRC or an Agreement
State may perform these activities.

Issue 2: Does Install, Maintain, Adjust,
or Repair Include Assembly?

Comment. A commenter suggested
that the word ‘“‘assembly” be added to
the list of activities that must be
performed by a specifically licensed
person.

Response. The NRC believes that
“assembly” is included within the
meaning of installation and repair.
Therefore, we made no change in the
regulatory text.

Section 35.610, Safety Procedures and
Instructions for Remote Afterloader
Units, Teletherapy Units, and Gamma
Stereotactic Radiosurgery Units

Issue 1: Does the Rule Allow
Individuals Other Than the Patient To
Be Present in the Treatment Room?

Comment. Commenters indicated that
therapy administrations in cardiac
catheterization suites require the

presence of other persons for the safety
of the patient during the treatment, and
may require that individuals have
access to the patient through the
treatment room doors without
interruption of the treatment. In such
cases, the commenters believed that the
exposures to personnel were already
limited by Part 20 requirements. A
commenter also questioned the term
“contraindicated” in the phrase
“ensuring that only the patient * * *is
in the treatment room before initiating
treatment with the source(s), unless
contraindicated * * *”

Response. The NRC agrees that, in
limited cases, the licensee may need to
allow other individuals in the treatment
room during treatment. We also agree
that the scope of “unless
contraindicated” needs to be defined.
Therefore, we modified the final rule to
permit individuals approved by the AU,
AMP, or RSO to be present in the
treatment room, during treatment with
the source(s). These individuals are in
the best position to determine if an
individual may be present in the
treatment room during a treatment.
However, licensees are still required to
control the exposures of workers and
members of the public in accordance
with Part 20.

Issue 2: Must the Console and the
Console Keys Be Secured?

Comment. A commenter suggested
that securing both the console and the
console keys was redundant. The
commenter went on to state that
securing a teletherapy or a gamma
stereotactic radiosurgery treatment room
is unnecessary if the console or console
keys are secured because it would be
highly unlikely that unauthorized
individuals would remove the devices
given their bulk and weight. The
commenter felt that, in keeping with a
performance-based rule, this section
should be revised to read “prevention of
unauthorized use or removal of the
device when not in use or unattended.”

Response. Paragraph (a)(1) of this
section specifies the mechanism for
ensuring that the licensed material in
therapy treatment devices is controlled
when the devices are not attended or are
not in use. In keeping with a
performance-based rule, the NRC
removed the proposed requirement for
written security procedures. This allows
the licensee flexibility in determining
the appropriate method for meeting this
requirement. General requirements for
security of byproduct material are
addressed in Part 20, Subpart I.
However, because of the high risk posed
by these sources, we believe that a more
prescriptive requirement is warranted.

Issue 3: Where Should Emergency
Procedures and Instructions Be Posted?

Comment. Some commenters said that
requiring a copy of instructions and
procedures to be posted only at the
device console was too prescriptive.
They suggested that the language should
be revised to read “in the immediate
vicinity of the device console.” A
commenter also suggested that
paragraph (c) of this section was
unnecessary because it requires posting
the location of the procedures, and
paragraph (b) requires the procedures be
posted. Another commenter suggested
that, in some cases, a console may not
exist.

Response. The NRC has not changed
either paragraph (b) or (c) in the final
rule. Paragraph (b) requires that a copy
of the emergency procedures required
by paragraph (a)(4) be physically located
at the unit console. Paragraph (c)
requires posting the location of
emergency procedures and the names
and telephone numbers of the
emerge